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Response to Applicants 9 Amendment 
Applicants 9 Amendment 

1) Acknowledgment is made of Applicants' amendment filed 06/12/07 in response to the 
non-final Office Action mailed 12/15/06. 

Status of Claims 

2) Claims 21 and 37 have been canceled via the amendment filed 09/21/07. 

Claims 25, 30, 33, 44 and 50 have been amended via the amendment filed 09/21/07. 
Claims 25, 30-36, 39-46 and 50-52 are pending and are under examination. 
Information Disclosure Statement 

3) Acknowledgment is made of Applicants' Information Disclosure Statement filed 06/12/07. 
The information referred to therein has been considered and a signed copy is attached to this 
Office Action. 

Prior Citation of Title 35 Sections 

4) The text of those sections of Title 35 U.S. Code not included in this action can be found 
in a prior Office Action. 

Prior Citation of References 

5) The references cited or used as prior art in support of one or more rejections in the instant 
Office Action and not included on an attached form PTO-892 or form PTO-1449 have been 
previously cited and made of record. 

Rejection(s) Moot 

6) The rejection of claim 21 and those dependent therefrom made in paragraph 36 of the 
Office Action mailed 12/15/06 under 35 U.S.C § first paragraph, as containing new subject matter, 
is moot in light of Applicants' cancellation of claim 21. 

7) The rejection of claim 21 made in paragraphs 39(a) and 39(b) of the Office Action mailed 
12/15/06 under 35 U.S.C § second paragraph, as being indefinite, is moot in light of Applicants' 
cancellation of claim. 

8) The rejection of claims 21 and 37 made in paragraph 40 of the Office Action mailed 
12/15/06 under 35 U.S.C § 102(e)(2) as being anticipated by Rubenfield et al (US 6,551,795, 
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filed 02/18/1998, already of record) as evidenced by Harlow et al (In: Antibodies: A Laboratory 
Manual. Cold Spring Harbor Laboratory, Chapter 5, p. 76, 1988, already of record), is moot in 
light of Applicants' cancellation of claims. 

9) The rejection of claim 21 made in paragraph 41 of the Office Action mailed 12/15/06 
under 35 U.S.C § 102(b) as being anticipated by Manning et al (Microb. Pathogenesis. 25: 1 1-22, 
July 1998, already of record) (Manning et al, 1998) in light of Richarme et al (Ann. Microbiol 
133 A: 199-204, 1982, already of record), is moot in light of Applicants' cancellation of the claim. 

Rejection(s) Withdrawn 

10) The rejection of claim 50 and those dependent therefrom made in paragraph 36 of the 
Office Action mailed 12/15/06 under 35 U.S.C § first paragraph, as containing new subject matter, 
is withdrawn. A new/modified rejection is set forth below to address the claim, as amended. 
Applicants' pertinent arguments are addressed therein 

11) The rejection of claim 34 and those dependent therefrom made in paragraph 37 of the 
Office Action mailed 12/15/06 under 35 U.S.C § first paragraph, as containing new subject 
matter, is withdrawn in light of Applicants' amendment to the claim. 

12) The rejection of claims 25 and 50 made in paragraph 39(c) of the Office Action mailed 
12/15/06 under 35 U.S.C § second paragraph, as being indefinite, is withdrawn in light of 
Applicants' amendment to the claims. 

13) The rejection of claim 34 made in paragraph 39(d) of the Office Action mailed 12/1 5/06 
under 35 U.S.C § second paragraph, as being indefinite, is withdrawn in light of Applicants' 
amendment to the claim. 

14) The rejection of claims 25, 30-36 and 39-46 made in paragraph 40 of the Office Action 
mailed 12/15/06 under 35 U.S.C § 102(e)(2) as being anticipated by Rubenfield et al (US 
6,551,795, filed 02/18/1998, already of record) as evidenced by Harlow et al (In: Antibodies: A 
Laboratory Manual Cold Spring Harbor Laboratory, Chapter 5, p. 76, 1988, already of record), 
is withdrawn in light of Applicants' amendment to the claims. 
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Rejection(s) Maintained 

15) The rejection of claims 43 and 51 made in paragraph 38 of the Office Action mailed 
12/15/06 under 35 U.S.C § first paragraph, as containing new subject matter, is maintained for the 
reasons set forth therein and herein below. 

Applicants contend that the specification discusses the 'substantial similarity' of these two 
proteins in both amino acid sequence and structure, particularly at the N termini of both proteins, 
and even designates both proteins by the same name. Applicants state that given this a person of 
skill in the art would clearly understand that the signal sequence of one such protein is a signal 
sequence of the other. The differences in the two sequences, both at the amino acid sequence and 
the gross structural level, would not be considered by one of skill in the art to change the function 
of the signal sequence from one OMP85 protein to the other. Applicants cite MPEP § 2163 and 
state that the newly added claim limitations can be implicitly or inherently supported in the 
specification as well as by express disclosure. Applicants state that column 2 at pages 2100-183 of 
MPEP § 2163 provides that to establish inherency, the extrinsic evidence must make clear that the 
missing descriptive matter is necessarily present in the thing described in the 'reference 5 and that it 
would be so recognized by persons or ordinary skill. Applicants assert that the fundamental 
factual inquiry is whether the specification conveys with reasonable clarity to those skilled in the 
art, that as of the filing date sought, Applicant was in possession of the invention now claimed. 
Applicants submit that there is no reason why a person of skill in the art would not recognize the 
support in the disclosure for all of the claim language, including that the signal sequence of the 
OMP85 from Neisseria gonorrhoeae in the identical position in the structurally 'similar' OMP85 
protein of Neisseria meningitidis, was a signal sequence, particularly given the remaining 
description of these proteins throughout the specification. Applicants allege that the Office has not 
provided such reasoning. Applicants submit that one of skill in the art would understand that the 
signal sequence identified in Figure 2 for SEQ ID NO: 2 is identical and in the identical position in 
the homologous OMP85 protein of SEQ ID NO: 4. Applicants assert that the identification of that 
signal sequence and cleavage site in SEQ ID NO: 2 is inherent for the same sequence and cleavage 
site in SEQ ID NO: 4. Applicants conclude that one of skill in the art given the present disclosure 
would find inherent support for the claim language of claims 43 and 5 1 . 
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Applicants' arguments have been carefully considered, but are not persuasive. The 
designation of two structurally non-identical proteins by one name is not sufficient to overcome 
the new matter rejection of record. The two proteins are not structurally 'identical' at the N- 
termini as admitted by Applicants in the second full paragraph of page 6 and first full paragraph on 
page 9 of their 'Remarks/ Arguments' filed 06/12/07. A signal peptide-lacking polypeptide having 
95%, 96%, 97%, 98%, 99% or 100% sequence identity with the 797 amino acid-long SEQ ID NO: 
4 and concurrently having the ability to induce antibodies in a mammalian patient wherein the 
antibodies bind to SEQ ID NO: 4 and having the capacity to interfere with the ability of Neisseria 
gonorrhoeae to adhere to mammalian epithelial cells in a gonococcal cell adherence assay, has no 
descriptive support in the instant specification as filed. As set forth previously, Figure 2 depicts 
SEQ ID NO: 2. Figure 5 documents that the amino acid sequence of SEQ ID NO: 4 is non- 
identical to the amino acid sequence of SEQ ID NO: 2 in amino acid composition and in length. 
The amino acid sequence of SEQ ID NO: 4 is 797 amino acids in length, whereas the amino acid 
sequence of SEQ ID NO: 2 is 792 amino acids in length. The N-terminal halves of the two 
proteins are not identical. More than 30 amino acid residues are different in these two full length 
polypeptide sequences. See Figure 5. The signal peptide that is identified in Figure 2 as filed is of 
the gonococcal Omp85 having the amino acid sequence of SEQ ID NO: 2, not of the structurally 
non-identical meningococcal Omp85 having the amino acid sequence of SEQ ID NO: 4. The 
Figure 2 descriptions are limited to SEQ ID NO: 2. The reference recited therein of von Heijne 
(Nucl Acids Res. 14: 4683-4690, 1986) does not identify the signal peptide of an amino acid 
sequence having 95%, 96%, 97%, 98%, 99% or 100% sequence identity with SEQ ID NO: 4, or 
the signal peptide of any gonococcal, meningococcal, or neisserial polypeptide to be spanning 
amino acids 1-21 of SEQ ID NO: 4. Given the structural heterogeneity among OMP85 proteins, 
the identification of the signal sequence and cleavage site in SEQ ID NO: 2 does not inherently 
and necessarily support the same signal sequence and cleavage site in the structurally non-identical 
and much longer SEQ ID NO: 4. The upto 5% non-identity in the recited polypeptide includes and 
does not exclude variations or non-identity within the signal peptide. No part of the specification 
provides the descriptive support for an immunogenic polypeptide comprising an amino acid 
sequence having 95%, 96%, 97%, 98%, 99% or 100% sequence identity with SEQ ID NO: 4 and 
lacking 1-21 amino acids of SEQ ID NO: 4 as recited in claim 43 or 51, which signal peptide- 
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lacking polypeptide induces antibodies in asmammalian patient that bind to SEQ ID NO: 4 and that 
interfere with the ability of Neisseria gonorrhoeae to adhere to mammalian epithelial cells in a 
gonococcal cell adherence assay. Note that the antibodies that interfere with the ability of 
Neisseria gonorrhoeae to adhere to Chang epithelial cells in a gonococcal cell adherence assay 
were produced using the first 178 amino acids of SEQ ID NO: 2 (see Example 8) which includes 
the signal peptide, and which is non-identical in amino acid composition to the first 178 amino 
acids of SEQ ID NO: 4. With or without a 21 amino acid-long signal peptide, the first 178 amino 
acids of the 792 amino acid-long SEQ ID NO: 2 (differing in three amino acids compared to the 
first 178 amino acids of the 797 amino acid-long SEQ ID NO: 4) do not and cannot provide 
support for an amino acid sequence having 95%, 96%, 97%, 98%, 99% or 100% sequence identity 
with the 797 amino acid-long sequence of SEQ ID NO: 4. The antibodies described in Example 7 
are produced using the first 200 amino acids of the gonococcal SEQ ID NO: 2 which includes the 
signal peptide and which is non-identical in amino acid composition to the first 200 amino acids of 
SEQ ID NO: 4. Contrary to Applicants' assertion, the identified limitations are neither supported 
inherently nor implicitly in the specification or by express disclosure. The specification does not 
convey with reasonable clarity to those skilled in the art, that as of the filing date sought, Applicant 
was in possession of the invention now claimed. Contrary to Applicants' assertion, the Office has 
provided sufficient reasoning in support of the rejection. The specification does not convey with 
reasonable clarity that Applicants had possession of the claimed invention. The rejection of record 
stands. 

16) The rejection of claims 25, 31-36, 39-42, 44-46, 50, 52 and 53 are rejected under 35 U.S.C 
§ 102(b) as being anticipated by Manning et al (Microb. Pathogenesis. 25: 1 1-22, July 1998, 
already of record) (Manning et al, 1998) in light of Richarme et al {Ann. Microbiol 133 A: 199- 
204, 1982, already of record), is maintained for the reasons set forth therein and herein below. 

Applicants contend that the pending claims do not introduce new matter, but are fully 
supported by the specification, which is a continuation of the prior application 09994192, filed 
1 1/26/01, which is a continuation of the prior application 09/177,039, filed 10/22/1998. Applicants 
state that except for minor formal and grammatical corrections, these applications have the same 
specifications. 
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Applicants' arguments have been carefully considered, but are not persuasive. As set forth 
herein above and below, the new matter rejections are still pending. Therefore, the instant claims 
are granted the effective filing date of the instant specification, i.e., 06/26/03. The reference of 
Manning et al. (1998) is maintained as an anticipatory reference. 

New Rejection(s) Necessitated by Applicants' Amendments 
17) Claim 50 and those dependent therefrom are rejected under 35 U.S.C § first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. This is a new matter rejection. 

Claim 50 is now amended to indicate that the antibodies induced by the immunogenic 
composition comprising an isolated polypeptide comprising an amino acid sequence having 95% 
or greater sequence identity with the amino acid sequence of SEQ ID NO: 4 interfere with the 
ability of 'Neisseria gonorrhoeae bacteria to adhere to mammalian epithelial cells in a gonococcal 
cell adherence assay 5 . Applicants point to lines 26-29 of page 20; lines 25-30 of page 25; page 26, 
line 14 through page 27, line 2; lines 7-10 of page 35; and in Example 8 at page 53 of the 
specification. Applicants state that the antiserum used in Example 8 was developed to the first 178 
amino acids of SEQ ID NO: 2, which differ from the first 1 78 amino acids of SEQ ID NO: 4 only 
by three amino acids, and therefore make the following conclusion: 

Thus the polypeptide used to immunize the mammalian subjects of the preceding examples falls within the 
claim language "an isolated polypeptide having 95% or greater sequence identity with the amino acid 
sequence of SEQ ID NO: 4". 

However, the amino acid sequence of SEQ ID NO: 4 is 797 amino acids in length. The first 178 

amino acid-long sequence from SEQ ID NO: 2, differing in three amino acid residues with the first 

178 amino acid-long sequence of the full length SEQ ID NO: 4, does not constitute an amino acid 

sequence having 95% or greater sequence identity with the 797 amino acid-long sequence of SEQ 

ID NO: 4. 178 residues do not constitute 95% of 797 residues. The 5% non-identity in the recited 

polypeptide includes and does not exclude variations or non-identity within the signal peptide. 

Furthermore, the limitation in claim 50, 'an amino acid sequence having 95% or greater sequence 

identity with SEQ ID NO: 4\ encompasses amino acid sequence species having 95%, 96%, 

97%, 98% and 99% sequence identity with SEQ ID NO: 4 and concurrently having the ability to 

induce antibodies in a mammalian patient that bind to SEQ ID NO: 4 and the capacity to interfere 
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with the ability of Neisseria gonorrhoeae bacteria to adhere to mammalian epithelial cells in a 
gonococcal cell adherence assay. The instant specification as filed does not have descriptive 
support for these sequence species having each of the recited functional characteristics. 

Applicants further state that they have identified the mammalian cells exemplified in the 
assay as 'epithelial' cells based on use of the well known Chang human epithelial cell model, 
which is a frequently used model cell line representative of mammalian epithelial cells. Applicants 
cite Makino et al and Duensing et al. as two examples of publications evidencing the use of the 
model mammalian epithelial cell line. However, the description of one mammalian epithelial cell 
species, i.e., Chang epithelial cell species, used in the gonococcal cell adherence assay of Example 
8 does not provide descriptive support for the genus limitation 'mammalian epithelial cells' in a 
gonococcal cell adherence assay. The only mammalian epithelial cell species used in the 
gonococcal cell adherence of Example 8 are -Chang epithelial cells-. The newly introduced 
amendment renders the scope of the claim(s) broader than the original disclosure. 

Applicants submit that the term 'mammalian patient' or subject is supported by the use of 
a model mammalian patient in the generation of the antibodies used in Examples 7 and 8, and in 
the disclosure of the specification referring to 'mammals' at page 1, line 17. However, Example 
8 describes an in vitro assay, but does not provide support for inducing antibodies in any 
mammalian 'patient'. Example 7 describes the production of polyvalent antisera produced in 
one mammalian species, rabbits, using a fusion protein in which the first 200 amino acids of the 
gonococcal Omp85 (SEQ ID NO: 2) were genetically fused to maltose binding protein (MBP). 
The rabbits are not described herein as 'patients' suffering from any disease. Example 8 
describes a rabbit antiserum to the first 178 amino acids of SEQ ID NO: 2. These two examples 
and line 17 of page 1 do not provide descriptive support for a rabbit patient, let alone a 
'mammalian patient'. Therefore, the above-identified limitations in the claims are considered to 
be new matter. In re Rasmussen, 650 F2d 1212 (CCPA, 1981). New matter includes not only 
the addition of wholly unsupported subject matter but also, adding specific percentages or 
compounds after a broader original disclosure, or even omission of a step from a method. See 
M.P.E.P 608.04 to 608.04(c). 

Applicants are respectfully requested to point to the descriptive support in the 
specification as filed, for the new limitation(s), or remove the new matter from the claim(s). 
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Applicants should specifically point out the support for any amendments made to the disclosure. 
See MPEP 714.02 and 2163.06, 

Rejection(s) under 35 U.S.C § 112, Second Paragraph 

18) Claims 25 and 39-46 are rejected under 35 U.S.C § 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
Applicants regard as the invention. 

(a) Claim 25, as amended, is indefinite and incorrect in the limitation 'an isolated 
polypeptide of claim 50', because claim 50 is not drawn to 'an isolated polypeptide', but to 'an 
immunogenic composition' comprising a pharmaceutically acceptable carrier and an isolated 
polypeptide as recited therein. 

(b) Claims 39-46, which depend directly or indirectly from claim 25, are also rejected 
as being indefinite because of the indefiniteness identified above in the base claim. 

Remarks 

19) Claims 25, 30-36, 39-46 and 50-52 stand rejected. 

20) Applicants' amendments necessitated the new ground(s) of rejection presented in this 
Office action. THIS ACTION IS MADE FINAL. Applicants are reminded of the extension of 
time policy as set forth in 37 C.F.R 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
C.F.R 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

21) Papers related to this application may be submitted to Group 1600, AU 1645 by facsimile 
transmission. Papers should be transmitted via the PTO Central Fax number (571) 273-8300, 
which receives facsimile transmissions 24 hours a day and 7 days a week. 

22) Information regarding the status of an application may be obtained from the Patent 
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Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAG or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.Mov. Should you have questions on access to the Private 
PAA system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
23) Any inquiry concerning this communication or earlier communication(s) from the 
Examiner should be directed to S. Devi, Ph.D., whose telephone number is (571) 272-0854. A 
message may be left on the Examiner's voice mail service. The Examiner can normally be 
reached on Monday to Friday from 7.15 a.m to 4.15 p.m. except one day each bi-week which 
would be disclosed on the Examiner's voice mail system. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
Supervisor, Jeffrey Siew, can be reached on (571) 272-0787. 



Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-1600. 



August, 2007 



PRIMAIW EXAMINED 
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